GLUCOSE- dextrose anhydrous injection, solution
Baxter Healthcare Corporation

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

5% GLUCOSE INJECTION

HEALTH CARE PROFESSIONAL LETTER

Baxter

Important Prescribing Information

Novemnber 21, 2024

Subject: Tempaorary importation of 0.9% Sodium Chloride Injection, 5% and 10% Glucose Injection, and 5%
Glucese/0.9% Sodium Chloride Injection from Shanghai, China, labeled in English to address drug shortages

Dear Healthcare Professional,

To prevent a drug shortage of large volume parenteral fluid drug products, Baxter Healthcare Corporation (Baxter) is
coordinating with the U.5. Food and Drug Administration (FDA) to temporarily import 0.9% Sodium Chloride Injection
(250 mL and 1,000 mL), 5% Glucese Injection (250 mL and 1,000 mL), 10% Glucose Injection (250 mL), and 5%
Glucose/0.9% Sodium Chloride Injection (1,000 mL) from Baxter’s manufacturing facility in Shanghai, China. FDA has
not approved these praducts manufactured by Baxter’s Shanghai facility.

You may be provided with additional letters for other imported products you receive. Please read each letter inits
entirety because each letter may contain different, product specific information.

At this time, no other entity except Baxter is authorized by the FDA to import or distribute these products in the
United States.

Effective immediately, and during this temporary period, Baxter will offer the following imported products:

Product name and description Size Product code |Bags per carton I coae
of a single bag
250 mL ABC1322U5 40 0338-9791-01
0.9% Sodiurn Chloride Injection 500 mL ABC1323U5 24 0333-9808-01
1,000 mL ABC1324U5 12 0338-9793-01
250 mL AGBCDDE2US 40 0338-9795-01

oM Glucose Injection

1,000 mL ABCDDEAUS 12 0338-9801-01
10% Glucose Injection 250 mL ABCD162U5 40 0338-9797-01
5% Glucase/0.9% Sodium Chioride Injection | 1,000 mL ABC1064US 12 0338-9799-01

It is important to note the following:

= After opening the carton or box, the bags should be inspected visually to confirm there is no visible particulate
matter or bag defects, such as leaks. Container integrity is imperative to ensure sterility of products listed in the
table above. Parenteral drug products should be inspected visually for particulate matter and bag defects prior to
administration, whenever solution or container permits.
USE A NEW BAG IF PARTICLULATES ARE VISIBLE OR IF THE IV BAG CONTAINS A LEAK.
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» The imported products’ administration port system is fully compatible with Baxter sets marketed in the United
States.

= The products listed in the table above contain black barcodes (versus the white barcode on the approved
product) and the barcode has been placed in a different position. The barcode on the imported product is
encoded with the National Drug Code (NDC) that is specific to the imported product. However, the barcodes may
not register accurately in the U.S. scanning systems. Institutions should manually input the product inta their
systems to ensure that barcode systems do not provide incorrect information when the product is scanned.
Alternative procedures should be followed to ensure that the correct drug product is being used in all systems
and processes and administered to individual patients.

= CORRECTION: The 250 mL product is NOT compatible for admixing with Baxter's Vial Mate adapter because
the Vial-Mate adapter can introduce particles into the admixture.

» The imported product uses a carton box that is taped closed. To avoid damage to the solution container, take
care not to use sharp instruments to open the carton.

» Dextrose, USP is a hydrated form of glucose. The imported glucose product is an anhydrous form of glucose.
Therefore on an energy content per mL basis,
o 5% Glucose/0.9% Sodium Chioride Injection (0.20 kcal/ml) is NOT equivalent to 5% Dextrose and 0.9%
Sodium Chloride Injection USP (0.17 keal/mL),
o 5% Glucose Injection (0.20 keal/mL) is NOT equivalent to 5% Dextrose Injection USP (0.17 keal/mL),
o 10% Glucose Injection (0.40 keal/mL) is NOT equivalent to 10% D jection USP (0.34 keal/miL).

= The imported glucose containing products are NOT directly interchangeable with dextrose containing
injections USP. Protocols, order entry, and compounding systems will need to be adjusted.

= 0.9% Sodium Chloride Injection USP, 5% Dextrose Injection USP, 10% Dextrose Injection USP, and 5%
Dextrose/0.9% Sadium Chloride Injection USP are available only by prescription in the LS. However, the
imported products do not have the statement “Rx only” on the labeling.

Additional key differences in the labeling between the FDA-approved products and the imported products are stated
in the product comparison tables at the end of this letter as follows:

Table1l Keydifferences between FDA-approved and imported 0.9% Sodium Chlaride Injection LUSP

Table2  Label images of FDA-approved and imported 0.9% Soadium Chioride Injection USP

Table 3 Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Table 4 Label images of FDA-approved 5% Dextrase Injection USP and imported 5% Glucose Injection

Table 5 Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Table 8 Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

Table 7 Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported
5% Glucose/0.9% Sodium Chloride Injection
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Table 8 Label images of FDA-approved 5% Dextrose/0.9% Sodium Chioride Injection USP and imported 5%
Glucose/0.9% Sodium Chioride Injection
Reporting Adverse Events or Product Quality Issues

To report adverse events associzted with these imported products, please call Baxter at 1-866-888-2472, or fax: 1-
BOD-759-1801. Adverse events or quality problems experienced with the use of these imported products may also be
reported to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax:

= Complete and submit the report Online: www.fda. gov/medwatch/report. htm
= Regular mail or Fax: Download form www.fda gov/MedWatch/getforms.htm or call 1-800-332-1088 to

request a reparting form, then complete and return to the address on the pre-addressed form, or submit by
fax to 1-800-FDA-0178.

To report product quality issues associated with these imported products, please contact Baxter Product Surveillance

through Baxter - Product Feedback Portal (https: /oroductfeedback. baxter.com/).

Please also refer to the local prescribing information of the imported product, translated into English, available for:

10.9% Sodium Chloride Injection (click here)

5% Glucose Injection (click here)

10% Glucose Injection (click here)

5% Glucose/0.9% Sodium Chioride Injection (click here)

Please refer to the FDA-approved prescribing information for each drug product listed below:

10.9% Sodium Chloride Injection USP {click here)

5% Dextrose Injection USP (click here)

10% Dextrose Injection USP (click here)

5% Dextrose/0.9% Sadium Chioride Injection USP (dick here)

If yau have any questions about the information cantained in this letter or the use of the imported products, please
contact Baxter's Medical Information Service at 1-800-933-0303.

To place an order, please contact Baxter's Center for Service at 1-383-229-0001.

Sincerely,
Ewcunicaly sgned by: Mads

Sonam
Raoason' | approva this

Py
Diawa: New 3, 3024 143 E5T

Cecilia Soriano
President, Infusion Therapies & Technalogies
Baxter Healthcare Corporation

Baxter and Viaflex are trademarks of Baxter International Inc.
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Reporting Adverse Events or Product Quality Issues

To report adverse events associated with these imported products, please call Baxter
at 1-866-888-2472, or fax: 1- 800-759-1801. Adverse events or quality problems
experienced with the use of these imported products may also be reported to the FDA's
MedW atch Adverse Event Reporting program either online, by regular mail or by fax:

¢ Complete and submit the report Online: www.fda.gov/medwatch/report.htm

* Regular mail or Fax: Download form www.fda.gov/MedW atch/getforms.htm or call
1-800-332-1088 to request a reporting form, then complete and return to the address
on the pre-addressed form, or submit by fax to 1-800-FDA-0178.

To report product quality issues associated with these imported products, please
contact Baxter Product Surveilance through Baxter - Product Feedback Portal
(https://productfeedback.baxter.com/).

Please also refer to the local prescribing information of the imported
product, translated into English, available for:

* 0.9% Sodium Chloride Injection (click https://nctr-crs.fda.gov/fdalabel/ui/spl-
summaries/criteria/723233)

* 5% Glucose Injection (click https://nctr-crs.fda.gov/fdalabel/ui/spl-
summaries/criteria/723235)

* 10% Glucose Injection (click https://nctr-crs.fda.gov/fdalabel/ui/spl-
summaries/criteria/723237)

* 5% Glucose/0.9% Sodium Chloride Injection (click https://nctr-
crs.fda.gov/fdalabel/ui/spl-summaries/criteria/723238)

Please refer to the FDA-approved prescribing information for each drug
product listed below:

¢ 0.9% Sodium Chloride Injection USP (click
https://www.dailymed.nIm.nih.gov/dailymed/getFile.cfm?setid=f55bd888-5e01-474d-
871b-24654c070178&type=pdf&name=f55bd888-5e01-474d-871b-24654c070178)
* 5% Dextrose Injection USP (click
https://www.dailymed.nim.nih.gov/dailymed/getFile.cfm?setid=3bb406a9-f5cb-403a-
blbb-5c4facbea3d5&type=pdf&name=3bb406a9-f5cb-403a-blbb-5c4facbea3d5)

* 10% Dextrose Injection USP (click



https://www.dailymed.nim.nih.gov/dailymed/getFile.cfm?setid=3bb406a9-f5cb-403a-
blbb-5c4facbea3d5&type=pdf&name=3bb406a9-f5cb-403a-blbb-5c4facbea3ds5)
* 5% Dextrose/0.9% Sodium Chloride Injection USP (click

https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/016678s007,0166835s103,0166875s104,0166895107,016697s098Ibl.pdf)

Product Comparison Tables

Table 1 Key diff s FDA-app and imported 0.9% Sodium Chloride Injection USP
FDA-approved product Imported product from Shanghai, China
Product name 0.9% Sodium Chlaride Injection USP 0.9% Sodium Chloride Injection
Label volume 100 mL; 150 mL; 250 mL; 500 mL; 1000 mL 250 ml; 500 mL; 1000 mL
Language of the " =
Labels English English
Indications Sodium Chloride Injection, USP is indicated as a source of water Sodium Chloride Injection is indicated as a source of water and
and electrolytes. electrolytes.
0.9% Sodium Chloride Injection, USP is also indicated for use as a
priming solution in is procedures.
Acti
A wp. Each 100 mL contains 900 mg Sodivm Chloride, USP Each 100 mL contains 900 mg Sodium Chioride
ingredients
Additional pHis 5.0 (4.5 to 7.0) pHis5.0 (4.5 to 7.0)
information Osmolarity 308 mOsm/L {calc) Osmolarity 308 mOsm/L (cale)
Storage - 7 " =
conditions Store at raom temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.
Container type WIAFLEX, (PVC) IVINA (non-PVC)
Medication and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
Administration protector {blue calor), right side protector (white color), left side
port closures
| M
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Table 2 Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP
FDA-approved product Imported product from Shanghai, China
0.9% Sadium Chloride Injection USP 0.9% Sodium Chioride Injection
Label Color: Black.
Label Color: Black. Barcode not shown. 1000 mL shown as label. product ins the

1000 mL shown as representative label.

NDC number, which is not yet shown below. Barcode location is shown
and will contain a linear barcode with human readable information.
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Table 3 Key diff es FDA-app i 5% Dextrose Injection USP and imported 5% Glucose Injection
FDA-approved product Imported product from Shanghai, China
Product name 5% Dextrose Injection USP 5% Glucose Injection
Label volume 250 mL, 1000 mL 250 mL, 1000 mL
Language of the " 2
Lahels English English
Indications e S
Destrase Injection, LISP is ::;T:_?;Ed as a source of water and Glucose Injection is indicated as a source of water and calories.
Active ingredients Each 100 mL contains 5 g Dextrose Hydrous USP Each 100 mL contains 5 g Anhydrous Glucose
Additional pHA.0(3.2to6.5) 40(3.2t065)
information Osmolarity 252 mOsmol/L (calc) Osmolarity 278 mOsmol/L (calc)
Caloric content 170 kealfL 200 keal /L

Storage conditions

Store at room temperature 25°C/77°F.

Store at room temperature 15°C/S9°F. to 30°C/86°F.

Container type VIAFLEX {PVC) IVINA {non-PVC}

Med?c?liun _and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off
Ald""'“'st'at'“" port protectar (blue color), right side port protector (white color), left side

closures

=5
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Table 4 Label images of FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
FDA-approved product Im d uct from Sha i, China
5% Dextrose Injection USP 5% Glucose Injection
Label Color: Black.
Label Color: Black. Barcode nat shawn. 1000 mL shown as label. product the
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Table 5 Key differences between FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection
FDA-approved product Imported product from Shanghai, China
Product name 10% Dextrose Injection USP 10% Glucose Injection
Label volume 250 mL 250 mL
Language of the " .
Labels English English
icati Dext: Injection, USP is indicated f wat d LR S .
insications e Y i ":;.i At Glucese Injection is indicated as a source of water and calories.
calories.
Active Each 100 mL contains 10 g Dextrose Hydrous USP Each 100 mL contains 10 g Anhydrous Glucose
ingredients & L
Additional pH4.0(3.2t06.5) pH4.0{3.2t06.5)
information Osmalarity 505 mOsmol/L (calc ) Osmolarity 555 mOsmol/L {calc )
Caloric content 340 keal/L 400 keal/L
Storage
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.
Container type VIAFLEX (PVC) IVINA (nan-PVC)
Medication and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
Administration protector (blue colos ht side Protector {wh’lal;e color), left side
port closures -

]

4
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Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

US-FDA a) d uct

Imj d uct from Shai i, China

10% Dextrose Injection USP

10% Glucose Injection

Label Color: Black. Barcode not shown.

Imported product contains the NDC number, which is not yet shown
below. Barcode location is shown and will contain a linear barcode with

Label Color: Black.

human readable information.
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Table 7

Chloride Injection

Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium

FDA-approved product Imported product from Shanghai, China
Product name 5% Dextrose and 0.9% Sodium Chloride Injection USP 5% Glucose and 0.9% Sodium Chloride Injection
Label volume 1000 mL 1000 mL
Language of the _ 3
Labels English English
Indications Dextrose and Sodium Chloride Injection, USP is indicated as a Dextrose and Sodium Chloride Injection is indicated as a source of
source of fluid and electrolyte replenishment and caloric supply. fluid 2nd electrolyte replenishment and caloric supply.
Active Each 100 mL contains 5 g Dextrose Hydrous USP and 900 mg Each 100 mL contains 5 g Anhydrous Glucose and 900 mg Sodium
ingredients Sodium Chloride USP Chlaride
‘Additional pH4.D(3.2t0 6.5) pH4.0 (3.2 to 6.5)
information Osmolarity 560 mOsmol/L (cale) Osmolarity 585 mOsm/L |calc)
Caloric content
170 keal/L 200 kealfL
Storage
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.
Container type VIAFLEX (PVC) IVINA (nan-PVC)
Administration Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
port clasures protector (blue color), right side protector (white color), left side
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Label images of FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium Chloride

| product

Imported product from Sk hai, China

5% Dextrose and 0.9% Sodium Chloride Injection USP

5% Glucose and 0.9% Sodium Chloride Injection
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Baxter

Approval Date: October 26, 2006
Revision Date: Aprl 15, 2008, January 23, 2008, October 01, 2010, December 23, 2011, February 10, 2012, March 12, 2012, April 18, 2012, October 18, 2014, October 25, 2015,
December 01, 2015, January 15, 2019, January 16, 2019, April 23, 2019, July 07, 2020, December 01, 2020

Glucose Injection Package Insert
Please read the package insert carefully and use under the direction of the physician

Molecular weight: 1981?

Excipients: llneeewy adjust the pH value with an appropriate amount of dilute

This product is a coloress or aimost colofess dear liquid.
]

)

As a source of energy and fluids; indicated for underfeeding or loss of large
amounts of fluids caused by variows reasons (such as vomiting and diarhea),
Iotal infravenous nulrition. and starvation kefosis.
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[Dosage and Administration]
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Total intravenous nutrition therapy. Glucose is the most important enengy supply
substance for this theragy. In non-protein heat energy, the ratio of energy
i melumwpliedbyfalisgﬂwmdome
determined acconding o the clinical calorie requirement Depending on the
amount of fluid replacement required, glucose can be prepared in different
‘concentrations bebween 25% and 50%. Insuln can be added i necessary, with 1
unit of regular insulin added for every 5 to 10 g of ghucose. As fhe nomal
application of hyperionic glucose solution is highly imiating fo the veins and
requires the infusion of fat emulsion, lange weins are generally used for infusion.

Patients with severe

administerad 5-25% ghucose injection by infravenous drip. Administration of 100
g of glucose dadly can generally control the condition.

Watter loss. For fsotonic water loss, 5% glucose injection should be administered
bry infravenous drip.

Hyperkalernia. 10-25% injection shoud be administered. Adding 1 unit of regular
insulin for every 24 g of glucose can reduce seum conceniration,

, this 1y only alows extracellular potassium ions o enter the cels,
and the content in bommmmchm.ltmun
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Dilution and other effects on senum electrol

2)

3

(=}
@3
4

Depending on the infusion \-ommw:'and rate and depending on a pauem‘s
undertying dinical condiion and capabiity to metaboiize glucose, inravenous
Maﬂmrs:h?:n ddmww% hypercsmolality, M@m.m

P ic: of hyp ""-_ P

increase the body's free water load, MII:h may lead to hypoosmotic

Manmmofummumsmmlw High valume infusion rrust
be administered under specic monfioring conditions in patents with cardiac or
pulmanary failure, am in patients mm non-osmobic vasopressin release
(including Homone Secretion, !.
duewthensko(hoeoma

to acute hyponatre ncephlopam (b edw]ﬂmnaedw
2 mic & al y {bran a

headache, nausea, seizures, leth: womiting, and Patients with brain
edernanatparhwlanskufmlnmsblea Mmmmgbmn
injury and death. The risk for i ia is
increased, for example, (I} in pediatric patients, (2 in elderly pabents, (3 in
memd(ﬁunmmwm
risk for

hypamniaisiueased mrplu(l;lnpudlﬁb:pabuﬂs{ﬁﬁyeaud
in particular, post-menopause women), (3) in patients with
hyposemia, and (4) in patients with underying central nervous system disease.
Clinical evaluation and periodic laboratory determination are necessary o
monfior fluid balance, electrolyle concentrabions, and acd-base balance during
Wmmlmmmmummmo{hmamm
such Particular caution is advised in
mauwmdawmwwmme
could be ravated by increased free water load, hyperglycemia, or insulin
administration. Preventive and comective measures must be instituled as
nc:llhrmdﬂed

Asﬂ!hmhauerusamnrnhhmnfnmm{eg 13.3-70% ghcose,
amino acids, and ications

nutrients or from inappropriate composiion dma:lmnuleinra parltalar

pafient's needs.

Rﬁﬁmmammmymum hyperghycemia

and hyperosmolar syndromme.

I order to avord hyperglycemia, the infusion rate should ot exceed the patient's
glucose.

To reduce the nsk of hypengly i
mubeadjumdandmmdmmwed blwddumelevebemd
levels considered acceptable for the individual patient @



(5} Infravenous should be administered with caution in pafients with, for
example: (D) |rrpmddumldemce[masndmmmxw
Fripairment, =

(risk

metabolizalion of pyruvate), and (1) water and electlyte disturbances fat could be
aggravated by increased andior free water load,

(&) Inﬁ'wiousglum!hmdwbeadmmmdwawmﬂ (D) patients with
Ischemic siro as been imp in increasing cerebral
mmmdamgewlnmnngmwaﬂzrammemmmmﬁz
pﬂrﬂlsmﬂ\se\oaehsumbnbmmry(npamukdumqmeﬁstzdhuum
following the trauma) (eardy h has been i with poor
ouicomes in patients with fraumatic brain injury), (:Dne«boms

@ Prolonged infravenous administration of glucose and associated hyperglycemia
may result in decreased rates of glucose-simulated insulin secretion.

nd slowly increasing nutrient infake while
amdngmlhedmcmm«entﬂﬁeoﬂnpﬁﬂh’m
disorders

Liver
For 20% glu:ooe Injection, hepmbchuy disorders including cholestasis, fatty bver,
fibresis and cirhosis, possibly leading farlu

of these disorders is thought to be mullifactorial and may differ between patients.

Patients presenting with abnormal laboratory parameters or ofher signs of hepatobliary

disorders should Demeueawbyadlnm kmﬂeﬂqe:ble |n|wcima|n

arder b identy p

prophylactic ints

Catheter infection and sepsls

For 20% glucose injection

{1 Infection and sepsis may occur &s a result of the use of infravenous catheters to
administer parenferal formulations, poor mairtenance of catheters, or
contaminated solutions.

2 Immunosuppression and other factors such as hyperglycamia, malnutriion andior
mmmmmmmmmmm

(=3 Pediatric patients including necnates and oider children) are at increased risk of

hypmmamllashdewbml\)mm
I lead 1o acule hyponatrernic

tbran mmal hm'
lethargy, vorning, mmmemmbmnmamatmmrum
severe, imeversible, and lfe-threatening brain injury and death. Plasma
electrolyte concentrations should be closely monitored in m

mstmummwmn Desage, rate, andduraon
of administrafion should be determined by a physician experienced in pediatric
infravenous fiuid therapy.

[Geriatrics
When selecting the type of infusion sclution, and the volume Jrate of infusion for a

Both the giycemic effects of ghicose injection and s effects on water and electralyte
balance should be taken info account when using glucose injection in patients treated
with other substances that affect ghycemic confrol, or fluid and electrolyte balance.
Caution is advised when adrmin product to patients reated with

to an increased vasopressin mﬂ?hebdwlmddmlncremhmwmkmg
effect, ing to reduced renal elecirolyte free water excretion and may Increase the sk
lowing treatment with intravenous Suids.

2 Drugs stimulaing vasopressin release such as

a\ﬁinﬁmh:nes [NSAIDSJ cyclophosphamide.
‘Wasopressin analogues such as in, oocytocin, and

teripressin,
Caution is advised when administering the product o patients treated with drugs that
may increase the nsk of hyponatremia, such as diuretics and antispleptics (e.g.,

{3)  Careful symp
mmn::soompmnsmm the acoess device, mdhwmmmp
delsmmummaaw

=] of septic jons can be
aruw aseptic technique in mfwrmmemmm as well as
aseplic technigue in nuirtional farmula preparation,
mcgﬁ%qlum inpection, pulmenary vascular prodpham have been reporied in
pafients receiving parenteral nutriion, In some cases, fatal outcomes have occumed,
&wmmwmumwmﬂwwwudhmmd
jum phosphate Precipitates have been in the absence of

precpitates reported even
mohmummmmon Precspitation distal to the in - ine fiter and suspected

oxcarbazeping|

[Overdosage] )

Exrass n of the product hyE adverse effects on water

and balance, and comesponding mmphcanons For example, severe
and Eheil can be fatal

nypuglyuma severe diltional |
include

of
mﬂnﬂﬂumasmmhmwdnﬂmllﬁm Clinically
umelr\mmw therefore, constitute a medical emengency.

ﬁ%nﬂhm heat for the hurnan body. Evelylgﬂmm‘gmeun

predum-‘&local{]ﬂ?lu:ufmw =0 it is used to supplement heat and treat

potassiurn conceniration,
can be rapidly adrini ntran Jy for Basuie dely ]
dehyd'a‘h'igags‘lt.ﬁdd‘hmﬂty m_shmmmmmmgﬂﬁ

inspection solufion, the infusion set and catheter should also
checked for precipiates. If signs of pulmonary distress ocour, !Emﬂ.xsmsmt.lcibe
stopped and medical evaluation initiated,

2. General

(1 Inﬁwﬁrhmmdemdmnhvumdummfuymmayr!sulmhhl
insulin production and hypeghycemia in necnates.

(2 Use with caution in fhe following creurmstances: (1 Patiants who have undergone
Mmmmhmmwwmﬂ

ucoss Tolerance lests and shoukd be swiiched o inkavenous glucose tesis; (@
hypokalerria, : 1o

conirolled.
(3)  Check the packaging carefully before use to make sure that it s infact, soueeze

(4)  Add a medication using hedmueas&eﬁedbv thmne
lho'wq'*;' wthhecklvleakaue

[5) fime

EB} Giucnseqedbnsah@wnlmienpwm Inmdl\elagt!npuaﬂre

[lenlﬁ-!len]

Intravenously administered glucose enters the bloodstream directly. Glucose is
codized nmmbmo&mm which are excreted through

the lungs and kidneys, along with energy production, and can also be converted into

glycogen and fat for storage. Generally, a normal human bedy utiizes glucose at a rate

of 8 mg'kg per minute.

[Storage] Sione in overwrap,

polyscprens
(2)  Athreetayer Co-exiusion Bags

difference betwaen freezing.
™ mmmmmnmmm Bafore u=e, it is necessary a designed nbberst:ppe(a;ﬁspaﬂuahﬁbrspendprpess.
closaly check whether there is akr in the infusion ine. Before infusion, the [amnm-]zqm:;
aif in e bag shoukd be mxpeled o avokd the formation of ar embolism, When Usng I of the Peaple’s Repubic of China, Volume II,
an arnlet infuusion set for infuision, make sure e air inlet is dosed. 2020 Edition
[1:1] Additives may be incompatible. Additives known fo be incompatible should not [License
be used. Before adding a medication, wwtnmwmmmmm p
water and that Ehe pH range of the product is The o ik il bvloin:
use of the modlcahm to be added and other relevant literature must m Glugose Injection 100m:5 H18564070
consulted. After addition, check for a possible color change andior the Glucose Injection 250ml:12.59 H1884071
ce of or crystais, Do not store Gl Tieion Higea3150
mwimuuaddmva For single use only, Discard any unused porfion, el o
P’mgnﬂlcy . — S Glucose Injection 100mi:10g H18883738
mmwm ucose may resull in ucticn, cose Injection 250mi 0994063
anassmxaedﬂnﬂetalhypugym metabolic acidosis as wel as rebound - L - o, o
hypoglycemia in the neonate, Healthcare practiioners should carefully consider the Glucose Injection 500mi-50g H1954062
pedenhal risks and benefits for each specific patient before administering glucose Glucose Injection 250mi-S0g H20013219
W"‘ﬂﬁ Use] Glucose IW 500mi:100g H20013218
(1) The drug should be administered under the guidance of a physician 0 Glucose Injection 50ml:2.59 H18883747
in pediatric infravenous fiuid therapy. Excessive or rapid flud replacement may Glucose Injection 50mi-Sg H18283748
result in palpiations, arhythmia, and even acute left heart failure.
2 Nmm[mlymbmmmmmmmmmmmm [Drug Marketing
increased sk

or
during lmdmanl with intravenous glucose solutions is needed o ensure
adequate glycermic control, in order to avoid potential long term adverse effects.
Hypoglycemia in the: newbom can cause pmhonged seizwes, coma, and

cerebral inju has been with cerebral
k{u'z\rﬂw lar hemomhage), late onset b:cteml and fungal I'M’m;'!y
increased oxygen

mum.wmdwm.wm.
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Glucose Injection Package Insert

Please read the package insert carefully and use under the direction of the physician

[Drug Name]

Genenc Name: Glucose Injection
English Name: Glucose Injection
Chinese Pinyin: Putactang Zhusheye a

gnurulonu] o

ermical name: Glucose.

Structural formula: 0
o OH

Molacular formula; CsHuOweH:0 OH

Molecular weight: 198.17
Excipients: If necessary, adjust the pH value with an appropriate amount of
dilute hydrochloric acid,

[Description]
This product is a colorless or almost colorless clear liquid.

Ii?ﬂﬂﬂlnm]

As a source of energy and fluids; indicated for underfeeding or loss of
Barge amounts of fluids caused by various reasons (such as vomiting and
), total i nutribon, and starvation ketosis.

H)rpugrgcamla.

Hyperkalemia;

Hypertonic solution indicated as a tissue dehydrating agent;
For preparation of peritoneal dialysis solution;

Drug diluent;

Intravenous glucose tolerance test;

For preparation of GIK, (polarized liquid).

thtlllll
1) 1000mi:500  (2) 1000mi:100a

[Dosage and Administration]
The infusion fate and volume should be calculated based on the patient's age,
weight, clinical and metabaolic conditions, and concomitant therapy.

Y]

)

3)
()

5)
8)

Y]

Adverse Reactions]
)

(2
3

Supply of heat energy. When pabenis eat less or cannol eal for certain
reasans, 25% ghucose inj can generally be given intravenously, which
can also replace fluids. The dosage of glucose should be calculalad based
on the required amount of heat energy.
Total intravenous nulrition therapy. Glucose is the most important enelmf
supply substance for this therapy. In non-protein heat energy, the ratio of
energy supplied by glucose to that supplied by fat is 2:1. The specific
dosage is determined according to the clinical calorie requirement.
Depending on the amount of fluid replacement required, glucose can be
prepared n different concentrations between 25% and 50%. Insulin can be
added if necessary, with 1 unit of regular insulin added for every 5 1o 10 g of
. As the: normal application of hypertonic glucose solution is highly
m‘ilallr@ b the vens and requires the infusion of fal emulsion, large veins are
generally used fior infusion.
Hypoglycernia. Patients with severe hypogly ia can be
20-40 mi of 50°% ghacose injection by intravenous push first.
Starvalion kelosis. Palients with severe slarvation ketosis should be
administered 5-25% glucose injection by intravenous drip. Administration
of 100 g of glucose daily can generally control the condition.
Waler loss. For isotonic water loss, 5% glucose mnjection should be
‘administerad by intravenous drip.
Hyperkalemia: 10-25% injection should be administered. Adding 1 unit of
regular insulin for every 24 g of glucose can reduce serum potassium
concentralion. However, this therapy only alows extracellular polassium
#ons o enter the cells, and the total potassium content in the body remains
unchanged. If potassium elimination measures are not taken, hyperkalemia
may still occur again.
Tissue dehydration. 20 to 50 mi of hypertonic solution (generally 50%
glum infection) should be administered by rapid intravenous i
However, the effect is shori-ived. Clinically, aftention should be paid h:n
preventing hyperglycemia, and this lhempy |s rarely used at present. When
nm lo adjusl the osmotic pressure of periloneal dialysis sclution, 20 mi of
% glucose injection (i.e, 10 g of glucose), can increase the osmotic
puessureor 1 Lofpemoneal nlalysns soluticn by 56 smikgH: 0.
For 10% glucose i edviaa wein, the osmatic
pressure of the final mixed In(usm solution must m considered.
For 10% ghucose injections, when using glucose-containing preparations,
consider starting at a low infusion rale and then gradually increasing it
Electrolytes can be replenished according to the patient’s dinical needs.
It is recommended that an infusion line with a fiter should be used whenaver
pessible during the administration of all parenteral solutions.

)

(5)

7

(8)
(1e)
1)

Hyparglycamic non-ketotic coma, which is more comman in patienis with

diabetes, Dallenw with siress, patients receiving large amounts of

gl mﬂpa nlswmuramape Icidyasnhnaraglven
15 NGO

intrapenil ,m solution or

Electrolyte imbalance. L.ung -lerm supplementation of glucose alkone can

easily laad to hyy

Hyperkalemia, which ::n:r.asuonallyI OCCUrS in pahonls with | type 1 dlabe‘las

‘when they are administered glucose at a high concentration,

Hypersensitivityinfusion reactions (including anaphylacticlanaphylactoid

rawmns). mild reactions such as prunlus severe reaclions such as
M, Cyanosis, angs ; fever, chills,

Hyperglvcamla
Rash,
linfusion site reactions, including infusion site phiebitis and infusion site

DT;EMMWNMWHMMW rJszrnplcmahc
yponatremia; &mmmw and (3 possible infusion

thrombog 1o hyper sulubmiwhenglumssmpd:nmma
cunuanlmhmdw%unghensrmsed adverse reactions that may be caused
glucose when administered for : ver

or induced by
falure, fiorosis, , hepatocelular sieatosis, elevaled
levels of blood bdirubin, elevated levels of fver enzymes, cholecystiis,
chalelithiass, and pulmonary vascular precipitates,

[Contraindications]
Contraindicated in the following patients:

(1

Those who are allergic to any ingredient in the product;
Patients with clinically significant hypetglynerrha
Patients with hyperglycemic non-ketotic h

Those with uncontrolied diabetic ketoacidasis,

slate;

[Precautions]
1. Wamings
Hypersensitivity reactions

(2)

The infusion must be stopped immediately if any signs or symptoms of a
suspecied hypersensitivity reaction develop. Appropriate therapeutic
countermeasures must be instituled as clinically indicated. -
Glucose-containing solutions should be administered to patients allergic
1o com or com products with caution.

Dilution and other effects on serum elecirofytes
Depending cn the infusion volume and rate and depending on a patients
wndertying dinical

(1)

)

3)

hypmamhc or h)rpelusrmhc hypunﬂarrun l'wpohdemla.
slales, lnauung

Wma@mmammmmdmwmamwm
use of ghacose can figger these reactions; () increased biood sugar levels
increase seum osmolic pressure. diuresis caused by hyparglycamia

loss; (51 can

can lead o or induce lectrol, ; B

also cause waber to ransfer across cells, resulting in a decreass in extraceluiar
sodium concentration, thereby ia; ({l) because the body can
metabolize the ghcose in the , Infusion of glucose inpection wil

mmﬁ the body's free waler load, whn:h may lead o hypoosmotic

Munrtonnq of serum sodium is particularly important. High volume infusion
must be administered under specific monitoring conditions in patients with
cardiac or pulmonary failure, md in patients with nm-osmou: VASOpIessin
release (including Hormene
Secretion, SIADH), due o the risk ul’hﬂsoﬂal acquired hyponatremia. Acule
nyponalramia can lead to acule hyponatremic encephalopathy (brain
edema) characterized by headache, nausea, seizures, lethargy, vomiting,
and coma. Patients with brain edemna are at particular risk of severs,
irraversible, and life-threalening brain |n|ury and death. The risk for
for exampile, (I}

pedialric patients (Z) in eldery patients, w, In women, (4) postoperatively, (5}

increased, for axampla. @) in padatric patients (16 gears of age), @ in
women (in particular, post-menopause women), patients with
hypoxemia, (4) in patients with underlying central nervous system disease.
Clinical evaluation and pericdic laboratory determination are necessary Lo
moniles fluid Balance, elecirolyle concentralions, and acid-base balance
during therapy or whi the condition of the
panent or the rate of administration warrants such evaluation. Particular
caution is advised in patients al increased risk of and from water and
disturbances that could be aggravated by increased free waler
Ioad hypwlmmla. or insulin adminisiration. Preventive and cormective

Venous iitation and phiebiis, which occur during the i
hypertanic glucose injection by drip. Administration by drip ﬂ’!rnuyi a Iwga
vein can reduce n'telnc:dmceofp ekitis.

high-cc glecose injection can cause local
Mllrg and paln

which is prone 1o occur in the event of coadministration

Reactive hypoglycemia,
of an cverdese of insulin, a pre-existing hypcqmem tendency, or sudden
withdrawal from total intravenous nudriion therapy.

must as clinically i

ue!aa emia
1) pid administration of ghucose solution may produce severe hyperglycemia

2)
3

and hyperosmalar syndrome.

In order io avold hyperglycemia, the infusion rate should nol exceed the
patienf's ability to utiize glucose.

Tommeiherlskol perglycemi i i the infusion

rate must be adusted andior insulin administered if blood glucose levels

®
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axceed lavels ¢ for the individual patient.

(4)  Intravenous glucose should be administered with cnunun in patients with,
for example: (1) impaired glucose tolerance (such as in diabetes mellitus,
renal impairment, or in the presence of sepsas Irauma or shock), r"J
SEVEre I 1 (risk of i i
thiamine deficiency, e.g., in patients mll'l :hrunu:: alnclhuism (risk ul
severe lactic acidosis due to ired oxidative
pyruvate), (@ water and that could be
by increased glucose and/or free water load.

(5) Intravenous glucose should also be adminislered with caution in: iV}

[Geriatrics Use]

When selacting the type of infusion solution and tha volumeirate of infusion for
a gerialric patient, consider that geralric patients are generally more likely to
hawe cardiac, renal, hepatic, and ather diseases or concomitant drug therapy.
Excessive or rapid fuid repl: may result in and
avan acula lefl heart failure.

[Drug Interactions]

No studies have been conducted.

Both the glycemic effects of glucose injection and its effects on water and
balance should be taken inlo account when using glucose injection

patients wilh ischemic stroke (hyr has been i in
increasing cerebral ischemic brain damage and impairing recovery after
acule ischemic strokes), () patients with severe iraumatic brain injury (in
partu:ulur during the first 24 hours following the trauma) , early
has been iated with poor oulcomes in pabonts with
lmumalu:: brain injury, ) newborns.

16) ged intravenous

of glucose and associated

in patients freated with other substances that affect glycemic control, or fluid
and elecirolyle balance.

Caution is advised when administering the product to patients trealed with
drugs leading to an increased vasopressin effect, The below listed drugs
increase the vasopressin effect, leading lo reduced renal elecirolyle free waler
excrefion and may increase the risk of hyponatremia following freatment with

hyperglmmla may result in d rates of glucos fluids.
insulin secretion, - Drugs stimulating uasnpmssln release such as chlorpropamide, clofibrate,
Refeeding syndrome car selective se in reuptake inhibitors (SSRls),
severaly L patients may result in refeeding syndrome, 3,4-mett i M- ide, [ , and

which is characterized by the rapid shift of potassium, phospherus, and
magnesium from the blood Io cells as the patient becomes anabaolic. Thiamine
deficiency and fluid retention may also develop, Careful maonitoring and slowly
increasing nutrient inlake while avoiding overfeeding can prevent lhese
complications.

2. General

(1)  Intrapartium maternal excess infravenous glucose infusion may rasull in

fetal insulin production and hypeglycemia in necnates.

(2) Usa with caution in the following circumstances: (1) Patients who have

- Drugs potentialing vasopressin  acion such as chlorpropamide,
nun-sl:aruldul an1| inflammatories (NSAIDS), cyclophosphamide.
- 1 such as . ouytocin, = s
and terlipressin.
Caution is advised when administering the product to patients treated with
drugs that may increase the risk of hyponalremia, such as diuretics and
iepileptics (e.0.,

undergone sublolal gastrectomy are prone lo dumping and
hypoglycemia during oral glucose lolerance lesls and should be swilched 1o
intravenous glucose tests; (U Patients with periodic paralysis or
hypokalemia; () Patients wha are prone 1o hyperglycemia under siress or
when administered glucocorticoids; ) Patients with edema, severe heart or
kidney fadlure, or hepalic ascites are prone to water retention, and the
infusion wvolume should be controlled; for patients with heart failura, the
infusicn rate should be particularly controlled

(3) Check the packaging carefully before use to make sure that it is intact;
squeeze and check the inner bag, and discard it if thera is any leakage;
the solution inside should be clear, without visible particles. This product
is for one-fime use.

(4)  Itis not recommended o add a medication; if necessary, please squeeze
the bag after adding a medication 1o check carefully for leakage.

(5) Add a medication using aseplic technigue as directed by the physician,
mix thoraughly, and squeeze to check for leakage.

(6) Ghucose injection should not be administered at the same fime as blood
transfusion.

(7} Glucose injeclion is a high-volume injection. In view of the large

temperature difference between northemn and southemn China, avoid
overheating or fraezing.

(8) Do not connect this product in series for infusion, Before use, it is
necassary to closely check whether there is air in the infusion line. Before
pressurized infusion, the air in the bag should be expelled to avoid the
formation of air embolism. When using am air-inlet Infusion set for
infusion, make sure the air inlet is closed.

(8) Additives may be incompatible. Additives known to be incompatible
should not be used. Before adding a medication, verily that it is soluble
andlor stable in water and that the pH range of the product is
appropriate. The inslructions for use of the medicalion lo be added and
aother relevant literature must be consulted. After addition, check For a
possible color change andlor the app af
complexes, or crystals. Do not store solutions cnnlalnlng additives. For
single use only. Discard any unused partion

[Pregnancy and Lactation]
Inftrapartum matermal intravenous gucose infusion maymnfaial Insulin production,
wﬂh an i nisk of felal acidosis as well as

rebound hypogiycemia in the neonate. mhm practitioners should carefully
consider the polential risks and benefits for each specific patient before administerng
glucose injection,
[Pediatrics Use

(1) The drug should be administered under the guidance of a physician experenced
in pediatric intravenous fuid therapy. Excessive or rapid fluid replacement may

o ge]

Emess admingsiration of the product can cause hyperglycemnia, adverse effects on
water and electrolyte balance, and comesponding complications. For example,
severe hyperghycemia, severe dilutional hyponelremna and thalroonvicannns can
be fatal Interventions inchude

administration of insulin and other measures as u\dw:.aned for the speuﬁc cinical
constellaion. Clinically significant overdose of ghcose injection may, therefore,
consfitute a medical emergency.

gy and T gyl

Ghr.ose Is one of the main sources of heat for the human body. Every 1 gram of
giucose can produce 4 keal (16.7 kJ) of heat energy, so il is used lo supplement
heat and freat hypoglycemia, When glicose is infravenously administered with
insulin, ghycogen synthesis requires polassium lons, resulting in potassium lons
entering the calls and lowering blood polassium concentration, hence it is used fo
treal hyperkalemia. Hypertonic glucose injection can be rapidly administered
intravenously for fissue dehydration and can be used as a lissue denyuramg
agent. Addionally, glucose is the main sub that and EY
osmalic pressure of periloneal dialysss sehulions.

[Pharmacokinetics]

Intravenously administered glucose enters the bloodstream direclly. Glucose is
completely cxidized in the body to produce CO: and water, which are excreted
throwgh the lungs and kidneys, along with energy production, and can also be
converted into glycogen and fat for storage, Generally, a normal human body
utilizes glucose al a rale of B ma/kg per mnute.

[Storage] Slore in overwrap.

[Packaging]

A three-layer Co-exirusion Bags Used for Infusion with a special injection part

and a special infusion port or a spedal injection port and a special flexible

infusion port in double-layer, double-valve sterile packaging.

(1) A thres-layer Co-extrusion Bags Used for Infusion a special injection por and a
special infusion port. For 1000 mi:50 g and 1000 m:100 g. Instnactions: 1. This
product is packaged sterfia in innar and outer bags. When using, 1ear it vertically
along the tear nobch of the ouler bag; 2. Mmmwmmnm
jport are equipped with a specially designed rubber siopper, and

wvalves fior special purposes. ¥

(2) A three-layer Co-exirusion Bags Used for Infusion with a special injection
port and a special flexible infusion port. For 1000 mi:50 g. Instructions: 1.
This product Is packaged sterile in inner and outer bags. When using,
tear it vertically along the tear natch of the outer bag; 2. The injection part
is equipped with a specially designed polyisoprene rubber stopper, and
special valves for special purposes.

result in palpitations, amythrmia, and even acute left heart falure.
(2) MNewboms (especially those hurn premakma and with low birth walight), [Shelf Life] 24 months
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[Drug Marketing Authorization Holder]
Name: Baxter Healthcare (Shanghai) Co., Lid.
Fegielered Address: No. 388 Tingzhu Rd, Jinshan District, Shanghai

the pediatric populaion. Rapid comection of hypoosmedic hyponatremia is
potentially dangerous (risk of serious neurclogic complications). Dosage,
rate, and durafion of ion should be by a
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Name: Baxter Healthcare {Shanghai) Co., Lid.
Address: No. 388 Tingzhu Rd, Jinshan District, Shanghai
Postal Code: 201506
Tel: 86-21-57030000
Fax: 86-21-57270674

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL
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5% Glucose Injection

LOT $0000000 EXP  YYYY-MM
250ml X 40 ABC0062US 1C/IN LIC  H19994071

5% Glucose Injection

LOT  $0000000 EXP  YYYY-MM
250ml X 40 MFG YYYY-MM-DD 1C/N 0000

Baxter Logo Trademark
A6C0062US
GLUCOSE INJECTION

250ml
5% GLUCOSE

[Strength] 250ml: 12.5¢g

[Description] This product is a colorless or almost
colorless clear liquid

[Dosage and Administration] Intravenous drip See the
package insert for details



For details of [Indications], [Adverse Reactions],
[Contraindications], and [Precautions], please refer to the
package insert

[Storage] Store in overwrap

The solution should be clear and should be used
up at one time

Inspect the inner bag by squeezing it and discard
solution if leakage occurs

License Number: H19994071

AA

[Drug Marketing Authorization Holder] [Manufacturer]
Name: Baxter Healthcare (Shanghai) Co., Ltd.
Address: No. 388, Tingzhu Road, Jinshan District, Shanghai

BarCode
(01) 00303389795018

LOT
MFG
EXP

5% Glucose Injection
250ml X 40

LOT S0000000 EXP YYYY-MM
A6C0062US 1C/N LIC H19994071

5% Glucose Injection
250ml X 40

LOT S0000000 EXP YYYY-MM
MFG YYYY-MM-DD 1C/N 0000

104mim

E

AGCO0G4US
GLUCOSE INJECTION

1000m! / 5%

GLUCOSE

[Sarenge| Yo0me g
i g T, prosho? o & (o oo almont

M swdrgrale gies o] e s e (s el U Te
g

[ ] Showw o s

b ke Wkl e e ] Wkl |

-0 o e W

T T Ve B by Wpmesg # B seced

e § g

Lo bl 4TINS

0% g M) Aol st P

Sarw Barws Fesey Pwghe Lo L

Bdress b M Trgitu Aoed dretee Deirct Shargte

(01 10!!'!!!1016

E B B B E B E B|E
|
{
i

LOT
MFG
EXP



5% Glucose Injection

LOT So0000000 EXP YYYY-MM
1000mI X 12 ABC0064US 1C/N LIC  H19983151

5% Glucose Injection

LOT S0000000 EXP  YYYY-MM
1000mIX12 MFG YYYY-MM-DD 1C/N 0000

Baxter Logo Trademark
A6C0064US

GLUCOSE INJECTION
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[Strength] 1000ml: 509

[Description] This product is a colorless or almost
colorless clear liquid

[Dosage and Administration] Intravenous drip See the
package insert for details

For details of [Indications], [Adverse Reactions],
[Contraindications], and [Precautions], please refer to the
package insert

[Storage] Store in overwrap

The solution should be clear and should be used
up at one time

Inspect the inner bag by squeezing it and discard
solution if leakage occurs

License Number: H19983151
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[Drug Marketing Authorization Holder] [Manufacturer]
Name: Baxter Healthcare (Shanghai) Co., Ltd.
Address: No. 388, Tingzhu Road, Jinshan District, Shanghai

BarCode
(01) 00303389801016

LOT
MFG
EXP

5% Glucose Injection
1000ml X 12



LOT S0000000 EXP YYYY-MM
A6C0064US 1C/N LIC H19983151

5% Glucose Injection
1000ml X 12

LOT S0000000 EXP YYYY-MM
MFG YYYY-MM-DD 1C/N 0000

GLUCOSE

dextrose anhydrous injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Item Code (Source)

NDC:0338-9795

. Basis of
Ingredient Name Strength Strength
DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE - DEXTROSE 55 g
UNII:5SLOG7ROOK) MONOHYDRATE in 1000 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFOKOOR)

Packaging

Marketing Start

# Item Code Package Description

Date
1 Z‘ODC‘°338‘9795' 40 in 1 CARTON 10/10/2024
1 NDC:0338-9795- 250 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Marketing Category Application Number or

Monograph Citation Date
Unapproved drug for use in drug 10/10/2024
shortage
GLUCOSE

dextrose anhydrous injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Item Code (Source)

Marketing End
Date

Marketing Start Marketing End

Date

NDC:0338-9801

. Basis of
Ingredient Name Strength Strength
DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE - DEXTROSE 559
UNII:5SLOG7ROOK) MONOHYDRATE in 1000 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFOKOOR)

Packaging

# Item Code Package Description

Date

NDC:0338-9801-
12
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Marketing Start

Marketing End
Date
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5 01 Product

Marketing Information

q Application Number or Marketing Start Marketing End
MR GG (SR Monograph Citation Date Date
Unapproved drug for use in drug 10/10/2024

shortage

Labeler - saxter Healthcare Corporation (005083209)

Establishment
Name Address ID/FEI Business Operations
Baxter Healthcare MANUFACTURE(0338-9795, 0338-9801) , ANALYSIS(0338-9795, 0338-9801) ,
(Shanghai) Co. 527191860 LABEL(0338-9795, 0338-9801) , PACK(0338-9795, 0338-9801) ,
Ltd. STERILIZE(0338-9795, 0338-9801)

Revised: 11/2024 Baxter Healthcare Corporation
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